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Adverse Reactions Cause the Department of Health Services to
Require a Label Notice on Foods and Dietary Supplements
Containing Ingredients with Stimulant Laxative Effects

In 1987, the California Department of Health Services’ Food and Drug Branch (FDB) began receivin
sporadic complaints of gastrointestinal disturbances from consumers of "dieter's” teas containing sen
Communication with the U. S. Food and Drug Administration revealed 67 consumer complaints between 1982
1992 from individuals who had drunk “dieter’'s” teas. First-time consumers generally complained of unexpect
abdominal cramps and diarrhea, at times severe and lasting several days. Repeat consumers complain
persistent abdominal pains, muscle weakness, electrolyte disturbances, and impaired bowel function.

Between 1992 and 1994, FDB learned of four deaths (one in California) in otherwise healthy your
women who reportedly drank senna-containing teas for months to years before they died. FDB asked
Department's Environmental Health Investigations Branch (EHIB) for assistance in evaluating these deat
EHIB's evaluation concluded that it would be difficult to determine that the teas caused these deaths, but the
could exacerbate low blood potassium (hypokalemia). Potential consequences of hypokalemia include mu:
weakness, permanent kidney damage, and life-threatening cardiac arrhythifias. of these four deaths
resulted from cardiac arrhythmias during episodes of hypokalemia.

To investigate the relationship between senna-containing teas and the adverse reaction reports,
Department measured quantities of stimulant laxative chemicals (sennosides A and B) in nine brands of sel
containing teas. Seven brands are sold as foods (including several flavors of some brands) and two brand:
sold as over-the-counter (OTC) stimulant laxative drugs. The Department tested for sennosides A and B in 1
containing senna because these teas were the types of products most complained about and results cot
compared with the amounts of sennosides A and B found in OTC stimulant laxative drugs. OTC stimule
laxative drugs containing senna are considered safe and effective for the treatment of occasional constipe
provided that they contain between 12 to 50 miligrams (mg) sennosides A and B to be taken once or twic
day? The two brands of tea sold as OTC stimulant laxative drugs, when prepared according to label directio
contained 7 and 10 mg sennosides A and B per cup, below the quantities specified for OTC drugs. All se
brands of tea sold as foods, when prepared according to label directions (or sometimes for shorter times 1
directed on the label), contained quantities of sennosides A and B in the range specified for OTC stimul
laxative drugs. One brand of “dieter's” tea steeped for 5 minutes as directed on the label contained 19
sennosides A and B per cup.

Even though teas and dietary supplements may contain levels of sennosides A and B in the range of C
stimulant laxative drugs, they can be sold as foods if their intended use is for flavor, nutrition, or aroma (fo
uses) and not to diagnose, cure, mitigate, treat, or prevent diseases (drug uses). The use of senna as flavori
food is limited to the minimum quantity required to produce the intended physical or technical Eédetal
law limits the use of senna in dietayypplements to levels that do not present a significant or unreasonable ris}
of ilness or injury® But there are no specific upgdinits for either use.

Although most people reporting adverse reactions consumed teas containing senna, there are at leas
herbs (aloe, buckthorn, cascara, frangula, rhubarb root, and senna) used in foods or dietary supplements
contain chemicals known as anthraquinones, like sennosides A and B, that can have stimulant laxative effe
Ingestion of any of these herbs poses the same potential health risks. A market survey conducted by FDB fc
teas and dietary supplements that contained each of these herbs.

On January 1, 1997, the Department adopted emergency regulations requiring a label statement on fc
and dietary supplements containing any amount of aloe, buckthorn, cascara, frangula, rhubarb root, or se
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These regulations were finalized on March 1, 1998, and require the label statement shown below on the pacl
of any food or dietary supplement sold in California containing aloe, buckthorn, cascara, frangula, rhubarb ro
or senna.

NOTICE: This product contains
(name of substance(s) and common
name(s) if different). Read and follow
directions carefully. Do _not use if
you have or develop diarrhea,
loose stools, or abdominal pain
because (insert _common name)
may worsen these ¢ _onditions and
be harmful to your health.  Consult
your physician if you have frequent
diarrhea or if you are pregnant,
nursing, taking medication, or have a
medical condition.

Please direct any questions or comments regarding this regulation to Susan
Loscutoff, Ph.D., D.A.B.T., FDB Staff Toxicologist, at (916) 327-8039, or e-mail to
sloscuto@fdb.dhs.cahwnet.gov.
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